REMARKS 

This amendment is being filed in rep^ly tC' the 
-jffice actic'n c f 'jctober 16, 2 002, a reply tC' wnich was due 
with'jut request f-^r extension o£ time n-y January 16, 200 ?, 
and a rep'ly Ho which is due with the accc'mf ^anying request 
fcir 'jne Mijnth Extensien of Time under 11 CFR §1.1?6 by 
r^ebruary 17, 2 003, 

All cf the claims under rejection have been 
replaced t-y claims 61-35, the language C'f which is 
respectfully sul^mitted to C'vercc-me the follC'wing 'i-b j ect icins 
and rejecticais pr'?pC'Unded by the Examiner in charge C'f the 
abijve-iiient i f led ap'plication at m and 2 on page 2 o f the 
C'ctor-ei 16, 2002 (Office Action: 

• The witharawal of claims 56, 59 and 60 (nc:w replaced, 
respectively by the newly-presented claims 83, 34 and 85) 
fC'F t-eing directed to an invention that lacks unity with 
the inventic'n c-riginally claimed; 

• The C't' j ect ic:ns to claims 40, 42 , 46, 51, 52 and 53 (now 
replaced oy the newly-presented independent claims 67, 
60, 7 3, 73, 7 9 and 80, respectively) for depending on 
rejected claims; and 

• The reject ic-n t'f claims 43 (now replaced by 
newly-presented claim 70) and claimi 57 (cancelled herein 
without replacement) under 35 USC §112. 

It is respiectf ully pointed out tC' the Examiner in 
Cnarge t'f the atic-ve- ident i f led ap-pl icat ic-n that the newly 
presented claims which include additional limitatic'ns are 
nc)t rejectable based on ''new matter" under 3 3 USC §132. 
Th'is, with, reference to the newly presented claims 72 
and 73, replasing c.laims 45 and 46, an additional grc'up of 
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diolo has teen added; and kiasis for this amendment exists at 
r^aee 7 lines 12-14 ef the spee.i :: i'::at ion as filed. Bisis fc^r 
the newly presented clai.m k2 is f-jund at rage 5, lin*E^ 32. 
Basis fjr newLy-ii' resent e :1 '^Laim 6] is te ce fs)"ind a: paqe , 
line t p-age 6, line 1 and f^a^ge 7, Lines l:j-19. The 
el aim langaage e-i-n kerning the requirement ef at least 90 1 
unif-jrmL hd ■:-?!<: length ii\ newly p^resenteii claims 71 ansl has 
t'asis at line 8, P'^g^ 7 zYie specif ica"^icin as filed. 

With refereni:;e zc .-laim S3 (replacintj 
n-i'evic usiy-r^resented i::laim 50), is: is n<jw specified t,har, 907, 
■I'f cne sli-jl units have the same length. The \']\{ prC'Sluc;! may 
loe synthesized sis indiL^atec; at page 3, lines 1^-22 c^f the 
s[oe ? i f icat i-jn . The Y>7i may serve as a chain extenijer that 
reacts wtitn the p'repio 1 ymer . The Y]<Y, itself, is n-ot a 
t'rep :d ymier . The piroducrt Y]<Y!<;Y may be synthesized as 
indicated at p^age 1, lines 13-1:: and may also serve as- a 
zhain extencier . BZ'th Y31Y annd YiT/>3i are n<jvel intermediate 
fzrZ'dacts suitable- fc^r use In synthesizing a p^jlyuret hane 
ac.C'Z r cling t 'Z Appl leant s ' irivent itzn . Accordingly, t h-; 
inventizi": definea in claim 8? is the same invention as 
zle- f ined in the remaining 'ziaims 61-82, as newly presented. 

With rc-ference tit 'Zlaims 8 4 and 8 5 (rer-lacing 
r>reviz-us ly-}zresentea c^laims 3 9 anci 60) claims 84 and 3 3 are 
nz'w liependent anzi limited to the subject matter defined 
aez: zrziing t Z' newly-presented claim 61, theret-y zitiviated any 
Z'tde-ztijn h'Ssed ^zn lack Z)f unity. 

In zijth ziaims 7 0 (. whicn replaced claim 43) and 
ziaims 79 an:l rzj (whicii repdzced 'Zlaims 52 and 33) the term 
''oased zn numr>er" nas t^een replacc'ri r)y --teased on the total 
number zf m-zuzmeric units in the piziymer--. It is well 



-10- 



within the skill and knc'wledge of one having ondinary skill 

in the art: of pC'lymer techno Icigy tnai a percentage k 'asecl on 
number is based on the tC'tal number' of repeating mc-nomerif^ 

units in a p'C' 1 ymer . . . ana not on the total mc-leculai' weight 

or average weight C'f the pcdymer. Thus the term 'Moased on 

number" is a term that is intended to fully clarify the 

meaning of the claim language in confc^rmity with 3^- -JSC 112. 

E'revic'usly-present ed i:;laims 40, 42, 46, 51, 52 
and 5 :■ were C'k'jected to in T15 on page 5 of the (JctC'ber 16, 
2G:j2 I'ffice Actic-n as aep^ending c^n rejected claims. These 
c.laims nave t-een repilaced oy newly-presented inideciendent 
claims 67, 69, 7?., 73, 19 and 30, respectively. The 
■:1j iec:tic-n raving been overcome, claims 67 , 69, 7 3, 7 9 and 3 0 
ar e re-spect f ul ly submitted tC' be allowatde. 

Witli reference t-c the arguments presented infra 
regar'iing the 35 U3C §§102 and 103 rejections discussed 
infra, it is herewith respectfully pointed c-ut to the 
Examiner in Ctnarge of the afciove- ident i f led applicatic'n that 
the presented invention relates to a biomedical 
b i o c omp a t i b 1 e t) i <j de g r a d a k' 1 e p o 1 y u r e t h a n e a s e d o n a 
diis'jcyanate-linked pcdyester polymer and a diol cc-mponent, 
saici pC' lyurethane having the fc^rmula: -{-A - B ~C - B-)-^^ wherein 
A aen^jtes the pc-lyester cc-mpcinent , B aenotes the 
di iS'jcyanate moiety, C denc'tes the diol ccimponent, n denotes 
tne number ^cf recurring units, and wherein the block length 
IS tne same for at least 901 of the diol units. I'he high 
level of uniformity cent r ikiutes tC' a phase separation during 
the pr'i'Cessing of tne r-olymer as the uniform segments 
crystallize and form strc^ng hydrogen bc^nds with other 
unifDrm se'iiments thereby resulting: in g:ihysical ::ross-links . 
As a result, the polymer of Applicants' invention is 
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ur.'= xp)ect'e!dly ^ un'ibvi'jusly and advanta'gec>usly suitable to 
P'TC'du-:;-? a td.ocompiat ih-le, bi-jdegradatde implant with 
ex'i-.el I 'ETit unf ijroseeaijle mecnanicai p^r^jpert ies ; and a 
5u;:'St ant i al nee^:!, exists in tne international medical 
P'i'aotioe fcr such a polymer. 



In Thl[4-': on page 3 of the Office Action c-f 
(JctC't^er 16, the Examiner in charge of the abcive-identif led 
ap^pl i car L'jn rejected claimi 44 as ijeing anticipated by 
Ambrose et al (U.S. E'atent 4,S43,405) and claims :.4, 35, 38, 
4 3 , 4 ^! , 3 C , 3 4 as ijeing ant i c i p-ated h^y <juay ( U . S . 
Patent 4,392, 92ii) under 33 USC §102(b). 



In '11^7-14 on pages 3-3 of the Office Action of 
October 13, 2002, claims ^-39X 4 1, 4 5 , 4 7-49, 54 and 55 
(herein replaced by claims^^\^l-6^, 63, 72, 74-76, 31 and 82; 
were rejected under 35 'JSC. §103 (a) as unpatentable over 

) in view cif Conn et al 

.'M and 



ae Grooz et al (''New bic^medical . 

(U.S. E'atent 5, 100, 992^, de Groot ("Use c.f porou- 



olewski (U, 



Patent 4,915,393) 



(31aim 44 /has nc'W been replaced by claim 71. 



CM a ims 54 , 




With respect to the rejection of claim 4 4 {nciw 
rei:daced t-y claim 71), the uniformity of the Ijlock length 
''fijr at least 90'£ ot the di-jl components" is neither 
exp'ressly or impiicitlv^ present in the Amibrose et al 
reference. Furthermore, there is no suggestion in the 
Ambrose et al reference to comhiine the 1,4-ljutane 
di is'i'cyanate with any C'f the dLols as set fcrrth in 
newly-firesented claim 71. Indeed the Ambr-Dse et al 




r'i'f-^rence teaches away fr^'m the iriventi^-n defined according 
t':- :;lfiim 7 1 t-j wit: trie l,4-l:)utane -diis^'Cy anate is njz set 
f 'jrt h as a |:)r-.'f ei^red C'jmp'^nent out i.s merely part ot a 
Vr.h'jt :run ' d i sc-:l-:'Su r'e ac '"■i lumn 6, 1 i.ne 4 1 ot AmorDse et al. 
E::cr. jf the S:>:amp)les jf Ambr^ise et al at ::.:.lumns lt-14 set 
f-jV\Y. the use of a 'ili isocy anate {to wit: e.g., 
t r imetry l.hexamt nylene oi issicyanate ) di f f erent m kind rather 
tcari degree f rcoi the 1 , 4 -iju tane diisocyanate 'Cf sJ.aim 71. 
M':o.hiri':( i.n tne Amtir^jse e: al reference ever: remc'tely 
si.i'iicests that such a cc'inb i na t ion wcnjld give rise to a good 
bMi hain? oljch fc-r a cnain extenider tor orer'aring a 
p^: lyurer.hane having the necessary meclnan i'::.a 1 r-r^: p>ert les 
r^-quired, e . . , tor a oic'iriedical impLanc. 



4z>f SO and j4 (nc^w replaced t-y clairns Gl, 

7c, 7(:-, '7/ and 81) ijver <jiaay et al, it is respectfully urged 
:d".at zho reject ic-n «jver the Qua'/ reference is in errc'r. 
ijuay et <il descriisc-s a p'Oly Is-Dcyanat e prepiC'lymer fc^r 

1 yuret.il ane /urea o last C'lTier synthesis. The tarer-ji ymer is 
f'". rmea lay reaating a cycLahexane di i sa-ayanat e and a long 
ataain p-alya-l. It fa^llows, from a reading -af the Quay et al 
examr:'les at CC'lumns 6-11 that those prepC'lymers are 
t yi:*! c. a 1 1 y p^ra'aluced by means a-f a reactiC'n a^f a na^n- 
alegr adaolc- glyca^l ji-repolymer with cycliahexane di i sa-cyanat e . 
Quay et al does na^c mentia-n a^r imply the existence of a 
;ai amedi cai-grade taa-lyuret hane ; ar a taa)lyu ra!t hane thac has 

t.ne farmula: - B - C - B-j-^^ wherein C denotes a diC'l 

ooTT[por.ent . Quay et al dc^es not teacn, either exp'ressly or 
irrpdiaitly that the uniformity a^f the diol a-a-mpa-nent s is 
sua-.h that the length is the same far at least 901 of the 
dial ariit-. The Eaaamaner an aharge al Che S"^bjeac 
app'li aat i :'n has p're-aia^usly indicated that the Examples c^f 



With respect 



ta tne rejeccia'n ot claims a 4, 35, 
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Quay 'z^t al dis-rl-jses the uee of an excess -jf diisC'Cyanate 
whi':*h wc'uld le^d to a hcimogeneous product. In is 
r e3]je'::t f ul ly urged that trie Quay et al reference ciC'CS nc-t 
indicace, either expressly or implicitly, that, as -rlaimed 
in n^i'wly-presented claim 61, the died unit bl'jce Ic-ngth i s 
tne same f c'r az least 90% c^f the diC'l cc^npc^nenr s . 
r^urthermc re, the ''diols" used in the Quay et al reference 
ar e pi'jl ymers" , fc-r example p-jlytet ramthylene oxicie clicl, as 
set f'jrth in Examp^le 1 at Cc>lumn 6, line 20. It is c.ommonly 
kn'jwn zo thijse having ordinary skill in the art that such a 
iJLvLymer normally dc^es nc't have a unifc-rm cnain length, ljut 
has a chain distribution arC'Und its averaije mcdti'Cular 
weight. Acc-trdingly , the Quay et al rc-ference is urged tC' 
\jO Lnac'ijiicable, in that it fails tc- discl'i'se a fMidyuret hane 
naving any ^-articular level of diol cc-mponent chain 
uni f 'jrmity, let aic-ne a situation wherein at least 90'1 of 
the tli'tl C'tmpiCinents , C, have the same block length. 

Nor can the Quay et al reference t^e ar-rdied tc- 
reject any t'f the claims based on cibvi -jusness urider i^j -JSC 
§10:-(a). The Quay et al reference provides no incentive 
whatsoever tt- prepare a tiiC'medical biodegradable 
f^:. Lyurethane, let alone prep-are one as defined acct-rding to 
newly-C'resented claim 61, wherein the unifs^rmity is such 
that at least 90 £ -tf the died units have the same length. 
Sjjeci f ically. Quay et al does not suggest in any manner that 
sucin a p)'jlymer wc'Uld be particularly suitable f':>r the 
p)roeluction of a Ijic-compatible, biodegradable impdant with 
exC'id lent mechanical properties . 

With respect to newly-presented claim 62, it is 
respectfully submitted that the Quay et al 1 , 4 -cycleihexane 
diisjtyanate is different in kind rather than degree from 



-14- 



the 1,'3-butan-- diisc'cyanate, in creatic-n c-f the claimed 

P'-: 1 yur>:^t hane . Indeed, n:'thing in either :he fjuay et a L 

r 'E- f re;\ ^e c>r .-^ny C'tner P'ri'jr art in existence saagestc that 

tne 1 , i -t'ur an--; cii i c-ocyana te C'f Ar^pLicants' ciarmc can 

ref:da'::ed k-y tne '^^a-^y ^^'t al 1 , 4 -cycdjjhexane d i i. sc ryanat e . It 

is ne;?}:'ect f ul ly }:-:dnted c-ut zo the Exaniiner in charge of the 

ali'C'Ve- i deni: if red ap'pi i ca t ic-n that tne 1, 4 -butane 

di i S'jcy inat e has an ur^exp^ecteij^ ur:obviou3^ advantage : a 

r-i lymer c-intarning the 1,4-butane di i s-r-cyanate as the 

di iS':'C;;'inate m-jiety is p'l: ■j^ressable intC' implants withs^ut the 

C'S'car rence of thermal de-g radat ic'i"i d.^r ing ^he imfdant 

f irmat i on. Fa rt hermS'ie , tne stduitilit^/ 'tf pc'lyn.ers 

ctnt,5iining th^-;' 1, 4-tiUtane aii sc-cyanate mtdeties is 

s igi'i i f i cant ly greater tnan the SLdubility ot P'cdymers 

cintaining the 1, 4 -cy':; 1 'jhexane di isc'Cyanate m-Metis'S. 

With reference to newly-presented claim 63^ 
where C is in the alternative, a bataneci'i-l ct-mp-tnent , a 
hexane :iitd c^jmrc^nent , a tiiethyiene glyctd c-trnfot-nent -tr a 
cC'iTip'tnent wnich is react it-n C'rC'Cuct -tf the d i i st cy anat e 
mtdf-ty and tW'j m<slecules oi the 'ii'jl ct^mpicnent , Quay et al 
faiiS : J teach ^ he use of sucn diesis in fC'rmat:C'n cf 
ptdyniers having the f^i-rmula: - B -C - B-)-^^ ; whereas Quay 

et al 'I'mpihasi tes the use ot the dic'l C'jmp'tnent C'f a Icng 

chain oclymer, e.g., }:><:. I ytetramethylene t-xide dial. The 

Examiner's attenti'tn is drawn t-s Ctilumm 2, lines 65-69 of 

the Quay et al reference, to wit: 

''The aij'jve r^olyether and r-jlyester 
dit'is are c-jn vent iona 1 f'jr pr-oducing 
fDcl yu ret nana e I as t timers and t ypdcal ly 
they nave a mtdecular werght range of 
from :ibout 150 to 4,;jOu and typiically 
from 250 to abjut 3,(j00" 
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Indeed, the dic'l compcin-iint s of newly-presented claim 63 are 
pa rt i ::ularly suitat^le in the cre^tiiin af a b i'^ectmpa t ible 
kd j:le':i radab le l:d':'medi'::al polymer ( jf tne :.yp)e needed far 
jmpilants) with a nigh degi-ee ot unit ormit-_^' and witn 
excellent mechanical r^ropert les . Indeed, the 'Juay et al 
refe^r'ence teacnes a way frc^m a polyurethane having the aiol 
■::cimp jnent s specified in newly-presen^eci cJaim G?, as the 
'juay '::t al reference clearly f-jcuses on lonq chain die Is as 
set fourth supra, and as set f-jrch in H^xamples 1, 6 and 7 of 
(juay et al. In sumimary, the Quay et al reference cannot 
f'l'jr-rily be api:>lied in a reject i'jn teased on e-bviousness 
under J'^ USC §10 3 (a) . 

E'ly ^he same tC'.een, the Quay et al reference cannot 
P'i'i'jjer ly Yjo. appdied, c^n grC'unds C'f 35 U3C §10 3 (a) 
■:^ljvi C'Usness , against newly-presented claim 64. The Quay 
et al reference fails tC' aisclose or imply a pc-lymer even 
remc'tely similar tci the pcdymer defined accC'rding to 
c 1 a i Ki 64. 

With respect zo the 35 USC §103 (a) rejections 
ioased C'n the ae Groot et al d'New biomedical...'') reference, 
de Ld'jc>t fails tO' teach or imply a pc-lyurethane with the 
unif'Ormicy specified in newly-presented claim 61. Indeed, 
do Groot mentiO'ns at paije 213 that a di isc^cyanat e-terminated 
p^repolymer is formed using a hydroxyl-termiinated 
f'Oly-E-caprcdactone thusly : 

E'o lymer izat i<':)n : Di isocyanate 
te-rminated prepC'lymers were prepared by 
reacting of the hydrc'xyl terminated 
p Lcly (^-caprolactone } m a six fold 
excess of 3DI, HOI or LDI at SO'^C for 
fi'Ur- hours. Th-:; excess di isocyanate was 
remii^ved under reduced pressure..." 




M':'thing in th-.; de Gr<jC't reference indicates that any p^rocess 
v.i:riatde incl^.<ding use ef excess diis-jcyanate has an effect 



M'i/verth-sless, it is c:C'iTiinionl y kn-own to thc'se having -I'Tidinary 
skill in the art rhat a p'cd.ymer dc-es ns-t nC'rmally have a 
unifc'im length, out has a cnain length dist ribut ic^n arii-und 
hts average m^jleeular weight, f'jr example, 2000 in the case 
of the de Gro'tr p'Oly (c-caprc'lactone ) as set forth at line 1 
■tf che last paragraph on pa<:;e 211 of ae Grc-cit et al. Thus, 
the oescripti'jn in the de Gic>or reference at page 212 c^f the 
]:-:dynLer i zat ion dc^es nc-t p-r-jvide any clue regarding the 
unl f 'Mmi ty jf the length C'f the dhtl c<jmpijnents of the 
P"tlymer, let alcrie does this p^aragraph dischjse (tr infer a 
un i f ■: rmi t^/ C'f at least 90 £, With respect to the Markush 
'ifrC'up' cif di'tls of newly-presented claim 63, the de Grc-oc 
reference fails to teach c^r infer any of the diol C'jmpC'Uents 
but 'rnly discloses the poly (e-caprolactone ) . 

With reference zo claims of the aljove-identi f lea 
apri 1 i cat i'jn , such as newly-p-resent ed claim 60 (which 
replaceo o^daim 37) wherein reference is made to 
C'jmp"tnent s :<YX, YXY and YXYXY, the substance of the 2^e levant 
argument presented in the amendment of September 4, 2002 is 
herewith repeated. There is no teacning in the cie Gr t 
leterence (taken alone or further together with C-jhn) 
pir'jviding a p'^ilymer wherein the chain extens icri has been 
perft-rmed as set forth in the claims of the abc-ve-itient if led 
a^i'pd i cat it-n . App-licant s ' process leads to a high degree of 
unif'trmity t'f the diol compc^nent which gives rise tci the 
necessary gt'C'd phase separatitin and needed excellent 
mechEinic,al pr-jperties c^f the ultimately-used picdymer. There 
IS ni' teaching m the prijr art that the de Grc-'Ot amine 



the 



n i f J rm. it''' ' t f 



ijl'jc;<; length -jf the dic'l 
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c jmp'L'nent , . '3 ■ , 1 , 4 -but anediamine can or shc^uld tie rep)ia'::ed 
with a::y of App'lirants' dii'I ::-jmp-jrient s . Simpdy ropldioinq 
oo '■Iri-i't :li amine with 3i dii-l will r. jt i\ec.:essar i ly ::ive 
rise :. :> a r-jlynier having zoio necessary rnecnanical p-T'i-per t les 
tor ■:::'ristru-::tiC'n ot implants; as is the case when us icq 
Aras 1 i i-.^nt s ' c-i'mr'cnent s of the typ'C: XYX, YXY or YXYXY . This 
is rlearly ■:lerTi:-nst raced at Table 2, page 10 ot the 
al:-: ve- i cent i f ic'i applicaci'jn where irnprc'vea j: hys is-a 1 
pr'jjierties of the p'jlymer cs-ntaining cc-mpicnent s c-f the 
tyti-r: XYX, Yl^Y ^r Yl^YXY are indicated. 

■Slor oo the seccindary references: 
de OLOOZ (''Use..."), Cchn, '^r Gcg'ilews-:! add anything to the 
priin.jry ce '--r'Cic es al rtE-ference. The sec^'jnciary refers-nces 
fail zo cisclcse c^r' infer a psdyu rethane caving the 
si:-rC L f i eci uni f s^rmi t y . Mc-re pa rt i cu lar 1 y , the- S'~-csTjda ry 
referens:es are silent regarding the relevance ot a 
uni f ■I'rmLty of az least 90% of the dic>l ccmp-jnent s for a 
b\ ■: s-'Mmnat i;:-le, 1:- i C'degradable pelyur ethane having tvi'jmedi cat 
uses as ciefmed in newly-presented claim 61. In summiary, 
cc^mirdning the p^rimary de (^rc-ot et al reference with the 
a f 'jr es t at s-d sec-^nda ry ro f e r ences dc-es n^jt r-rc^vi -ie any 
z ea ch i ng o f Ap p I i cant s ' 1 nvent i on . 

As stated in the amendment filea cn Secitember 4, 
2002, with respect to the <b USC §103 (a) rejection 
pr I'rc-ar.deti ijy the Examiner in charge of the alsc-ve- i dent i f ied 
ap'P'l i'::..:it it'Fi, it is respectfully submitted that the f'Sllc.wing 
cases supp-'trt tne p'.:'Si t i on Z'f Apiplicant: 

• In re [^emt'iszak ( CA FT, 4/26/;'9) ^0 Y . S . P . j . 2 i 1G14; 

• FC'b-stic Visi'i-n Systems Inc. vs. View Engineering Inc.(CA 
rt._: , y / : / t } i 1 Y . S . 1' . 1 . 2 i 12 4 8; 




• Aer: Industries Inc. vs. Jchn Hi'i^nC'Van Enterpirises-Florida 
Inc. (r-. Ct . 3 . Ind. , 11/22/9=0 52 U.S. P.O. 2d 1 547 ; and 

• Winner I nternct ic^nal R-jyalty Coip, vs. Wang (CA FZ, 
1/27/00) 5:: U.S. P. Q. 2d 1580. 

The fc-regcdng amendments ana arguments are urgeel 
to be fully resp'Cnsive to the Office Acticn of May 14, 20C2, 
and, in aildition, are urged to p-lace tnis case in C'l^nditlcin 
f'jr all<..'Wance. If the Examiner believes chat there are any 
unres'jl\^ed issues requiring adverse final actiC'U in any C)f 
the c:laims novj trending in the ac-pl icat ion , the Examiner 
sh-:ulsi *:elepn-:)ne M r. Arthur L. Liijerman, Esq. at 
(7:2) 2"l-.:^4?4 so chac app'ropriate arrangements can be made 
foi rs:S<:'lving such issues as exp^edi t iousl y as pcssilole. 

/^ccsirdin jly , an early accion arji allC'Wance of 
chaims ^-1-25 are resp^ect fully scilicited. 



Pespect f u L ly sutimitted, 



- ec ruai 
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